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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Group V (claims 43-50) in the reply filed 
on 11/16/2009 is acknowledged. The cancellation of claims 1-42 and 51-72 and new 
claims 73-91 are acknowledged. Applicant's Remarks dated 11/16/2009 state that the 
application contains claims 43-50 and 73-84 upon entry of the amendment, however, 
the Examiner considers this to be a typo and states that claims 43-50 and 73-91 are 
currently pending in the application. However, if this is incorrect, correction is requested. 

Drawings 

2. The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the connection of the 
external and internal sheath to the proximal connector (in claim 79) must be shown or 
the feature(s) canceled from the claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 



Application/Control Number: 10/566,927 Page 3 

Art Unit: 3739 

of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 

3. Claim 83 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Claim 83 reads that the distal ends of the internal 
and external sheaths are foldable. However, applicant's Specification only mentions the 
external sheath being foldable (page 10, lines 19-26). 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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5. Claims 43-45, 47, 49, 73-77, 79, 82-84, and 91 are rejected under 35 
U.S.C. 102(b) as being anticipated by Nakao etal. (U.S. Patent 5,217,001). 

6. As to claim 43, Nakao discloses a sheath (Figs. 7-10) assembly for a probe, 
comprising: an internal sheath (80) configured to isolate a probe from body fluids; and 
an external sheath (94) surrounding the internal sheath, the internal and external 
sheaths being connected to each other wherein at least the distal ends of the internal 
and external sheaths are flexible (because flexible is a relative term, everything has a 
certain amount of flexibility in it). 

7. As to claim 44, Nakao discloses that the internal and external sheaths are 
connected to each other over at least one axial line (Col. 8, lines 39-44) extending over 
a segment of the length of the sheaths. 

8. As to claim 45, Nakao discloses that the internal and external sheaths are 
connected over at least two longitudinal lines (see Figs. 7 & 9). 

9. As to claim 47, Nakao discloses that the internal and external sheaths are 
connected radially symmetrically (Fig. 9). 

10. As to claim 49, Nakao discloses that the internal and external sheaths coextend 
at their distal ends, such that their distal ends extend to a same point (Fig. 8). 

11. As to claim 73, Nakao discloses that there is at least one channel is defined 
between the external sheath and the internal sheath along at least a portion of the 
sheath assembly (Fig. 10). 

12. As to claim 74, Nakao discloses that the at least one channel is open at the distal 
end of the sheaths (Col. 8, lines 39-43). 
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1 3. As to claim 75, Nakao discloses that the channel does not surround the entire 
internal sheath (Fig. 10). 

14. As to claim 76, Nakao discloses that there are two channels (channels with 97 
and 99, Fig. 10). 

1 5. As to claim 77, Nakao discloses that the over most of the length of the sheath 
assembly, the external sheath is attached to the internal sheath along at least one 
longitudinal line (Figs. 7 &10, Col. 8, lines 39-43). 

16. As to claim 79, Nakao discloses that the external sheath and the internal sheath 
are connected to a proximal connector (92, Fig. 8). 

1 7. As to claim 82, Nakao discloses that the internal sheath comprises an imaging 
window (opening through which the optics 81 can be seen, Fig. 8) at its distal end. 

18. As to claim 84, Nakao discloses that the internal and external sheaths can be 
bended (Fig. 9 and Fig. 10 where it can be seen the external sheath being bent from 
expanded to collapsed, Col. 8, lines 11-15, wherein "rubber" is bendable). 

19. As to claim 91, Nakao discloses two longitudinal lines which define a plurality of 
separate channels between the sheaths (Fig. 7). 

20. Claims 43 and 83 are rejected under 102(b) under another embodiment 
disclosed by Nakao et al. 

21 . As to claim 43, Nakao discloses, in another embodiment, a sheath (Figs. 12A- 
12C) assembly for a probe, comprising: an internal sheath (122) configured to isolate a 
probe from body fluids; and an external sheath (Col. 9, lines 36-41) surrounding the 
internal sheath, the internal and external sheaths being connected to each other 
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wherein at least the distal ends of the internal and external sheaths are flexible 
(because flexible is a relative term, everything has a certain amount of flexibility in it). 

22. As to claim 83, Nakao discloses that the internal and external sheaths can be 
folded (Fig. 12A). 

23. Claims 43, 46, 80, 85, and 90 are rejected under 35 U.S.C. 102(b) as being 
unpatentable over Bacich et al. (U.S. Patent 5,749,889). 

24. As to claim 43, Bacich discloses a sheath (Fig. 3) usable for a probe comprising: 
an internal sheath (132) configured to isolate a probe from body fluids; and an external 
sheath (140) surrounding the internal sheath, the internal and external sheaths being 
connected to each other wherein at least the distal ends of the internal and external 
sheaths are flexible (because flexible is a relative term, everything has a certain amount 
of flexibility in it). 

25. As to claim 46, Bacich discloses that the internal and external sheaths are 
connected non-symmetrically radially (Figs. 3 &4, where it can be seen that there the 
outer membrane is connected differently to the inner sheath at section 136). 

26. As to claim 80, Bacich discloses that the external sheath is formed with an 
internal notch capable of receiving a dovetail of a working tube (144). 

27. As to claim 85, Bacich discloses that the external sheath is non-elastic (Col. 14, 
lines 25-29). 

28. As to claim 90, Bacich discloses that the external sheath is non- self collapsible 
(Col. 14, lines 8-12). 
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29. Claims 43, 48, 50, 78, 81. and 86 are rejected under 35 U.S.C. 102(b) as being 
unpatentable over Krasner et al. (U.S. Patent 4,676,228). 

30. As to claim 43, Krasner discloses a sheath (Fig. 3) usable for a probe 
comprising: an internal sheath (46) capable of isolating a probe from body fluids; and an 
external sheath (18) surrounding the internal sheath, the internal and external sheaths 
being connected to each other wherein at least the distal ends of the internal and 
external sheaths are flexible (because flexible is a relative term, everything has a 
certain amount of flexibility in it). Krasner's sheath is considered to be capable of 
isolating a probe because it is physically setting apart that section of the probe from 
body fluids. 

31 . As to claim 48, Krasner discloses that the internal and external sheaths are 
connected substantially only at plurality of circumferential points at a distal end of the 
external sheath (Fig. 3, connected by 44a). 

32. As to claim 50, Krasner discloses that the internal sheath extends beyond the 
distal end of the external sheath (Fig. 3). 

33. As to claim 78, Krasner discloses that over most of the length of the sheath 
assembly, the external sheath is not attached to the internal sheath (Fig. 3). 

34. As to claim 81, Krasner discloses that the external sheath is sealed at its distal 
end (at 44a, Fig. 3). 

35. As to claim 86, Krasner's external sheath is stretchable (as it is made of 
urethane, Col. 6, lines 52-56). 
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36. Claims 43 and 87 are rejected under 35 U.S.C. 102(b) as being unpatentable 
over Silverstein et al. (U.S. Patent 5,025,778). 

37. As to claim 43, Silverstein discloses a sheath assembly (Fig. 8) comprising an 
internal sheath configured to isolate a probe from body fluids (52), and an external 
sheath (54) surrounding the internal sheath, the internal and external sheaths being 
connected to each other, wherein at least the distal ends of the internal and external 
sheaths are flexible. 

38. As to claim 87, Silverstein discloses that the internal and external sheath have 
substantially the same thickness (Fig. 8). 

39. Claims 43 and 48 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Oneda et al. (U.S. Patent 6.461.294. herein referred to OnedaP. 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1 .132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1 .131 . 

40. As to claim 43, Onedal discloses a sheath assembly (Fig. 3) comprising an 
internal sheath configured to isolate a probe from body fluids (103), and an external 
sheath (300) surrounding the internal sheath, the internal and external sheaths being 
connected to each other, wherein at least the distal ends of the internal and external 
sheaths are flexible. 
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41 . As to claim 48, Onedal discloses that the internal and external sheaths are 
connected substantially only at plurality of circumferential points at a distal end of the 
external sheath (connected at 340, Fig. 3). 

Claim Rejections - 35 USC § 103 

42. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

43. Claim 88 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Silverstein (U.S. Patent 5,025,778) as applied to claim 43, further in view of Nakao et al. 
(U.S. Patent 5.21 7.001). 

44. Silverstein discloses that the external member may be made of flexible materials 
such as rubber (Col. 5, lines 7-1 0) but does not disclose the material of the internal 
sheath. Nakao discloses an analogous device which uses rubber as the material for the 
internal sheath ( Col. 8, lines 11-15). It therefore would have been obvious to one of 
ordinary skill in the art to modify Silverstein's inner sheath so that it is made of rubber 
and still predictably arrive at the same working invention. Furthermore, it has been held 
that it is within the general skill of a worker in the art to select a known material on the 
basis of its suitability for the intended use as a matter of obvious design choice. In re 
Leshin, 125 USPQ416. 
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45. Claim 89 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Silverstein (U.S. Patent 5,025,778) as applied to claim 43, further in view of Oneda et al. 
(U.S. patent 6,174,280, herein referred to as Oneda2). 

46. Silverstein does not disclose that a rigid pipe section is located at the proximal 
end of the internal sheath. 

47. Oneda2 discloses a sheath for a probe (Figs. 7-8) which serves to protect the 
probe while altering the bending characteristics of the probe with a rigid member (241) 
adhered to a proximal region of the sheath. This rigid member gives the ability of the 
operator to change the bending characteristics of the probe and therefore "allows one 
endoscope to be used effectively and efficiently for a range of procedures which 
typically require insertion tubes with different bending characteristics" (Col. 2, lines 50- 
54). 

48. It therefore would have been obvious to one of ordinary skill in the art to modify 
Silverstein's internal sheath so that it had this rigid member in order to give it the 
advantages taught by Oneda, as noted above. 

Conclusion 

49. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TINA NGUYEN whose telephone number is (571 )270- 
1489. The examiner can normally be reached on M-Thurs 8:30-6:00. 

50. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on 571-272-4764. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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51 . Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Linda C Dvorak/ 

Supervisory Patent Examiner, Art 

Unit 3739 

IT. N./ 

Examiner, Art Unit 3739 
2/18/2010 



Application/Control Number: 10/566,927 Page 12 

Art Unit: 3739 



